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ANUKUI8UDY Ethics

Greek word: Ethos = custom, character

Human research ethics

What you have right to do & [




Human Research
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What make human research ethical?
N19819150992358555uUN15N1I TuAL

°*  AUTVENYBUVBIUNITY
*  NSURUARINLUINIGRTEFTTY

°*  ANUYLALALAMLNITUNTTIETY

What Makes Clinical Research Ethical? Ezekiel J. Emanuel, MD,PhD; David Wendler, PhD; Christine Grady. JAMA. 2000;283(20):2701-2711. ddf:10.1001/jama.283.2072701



Research ethic milestones
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Research ethic milestones

Declaration of Helsinki Nuremberg Code

‘ Nazi Doctors' Trial
Willowbrook 1950s

Jewish Chronic Dis.Hosp.1960s
Thalidomide Study 1962
Milgram Study 1963

Belmont Report

Tuskegee Stud

National Research Y 45CFR46

CIOMS Guidelines

Research initiated in developed countries

Common Rule

“Ethical Review Committee”

Baseline standard

ICH-GCP of ethics in the US

Harmonization of regulatory
requirements of medical products

Next



Nazi Medical Experiments (1940s)




Nazi Medical Experiments (1940s)
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Nuremberg Doctors’ Trial (1946)

o A Yo - A o The Nazi Doctors
* ANAANGUANKUIUIG 24 AU NLlBY Nuremberg and the

Nuvemberg Code
UseineLeasuy
* AsVAARY 32 AsNnaasiiaLuNTSIERIN UENELY
A.A.1939 D9 LWW8U A.A.1945 lag lYvagrnaignuay
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The Nuremberg Code (1947)

1 d! 0O A Y o d! ¢
S3URUIVBIATNNINEAN ma‘lﬂmwuﬂmmgw 10 Usen159nng
v a v = o v} ¢ = v < Ayow o A
AaUfjuRnuiiavitnsneasnuayed fetaguulunianiuluie

“Nuremberg Code”

*\oluntary consent: 8uaaulagdaiAS5La

® Benefits outweigh risks: Uszlgwidasunnninanudes

® Ability of the subject to terminate participation:
#1115009UAIINNITIIN IUNTNAADS

http://www.hhs.gov/ohrp/references/nurcode.htm
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The Nuremberg Code (1947)
summary
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Willowbrook Hepatitis Study (1956-1972)
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Jewish Chronic Disease Hospital (1960)
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Thalidomide Study (1962)
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Milgram Study (1963)
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Henry Beecher: Ethics and Clinical Research (1966)

Henry Beecher: ‘Ethics and Clinical Research’
New England Journal of Medicine, 1966

SPECIAL
AR
ETHICS Anp e RTICLE

CLiNtcar RESEARCH

Hengy K. Bzu:nzn. M.D.+

BOSTON

http://download2.eurordis.org.s3.amazonaws.com/training-resources/2015/d3s1.pdf




Tearoom Trade Study (1968)

=nlarged Edition
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https://www.imdb.com/title/tt0420293/mediaviewer/rm2151475712/



Stanford Prison Experiment (1971)

— Site of the -

STANFORD
PRISON EXPERIMENT
1971

® NSNAADINUNIINYIFUALAUNDIN TTHI19 oy Sy
TUN 14-20 d91AU 1971
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° 'Vcl,’] %’] 8 a mlﬂ Gijlu Eu LLﬁQ THEY WERE GIVEN 2 WEEKS. IT LASTED 6 DAYS.
- THE STANFORD
 vulnerability PRISON EXPERIMENT

based on true events
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Declaration Of Helsinki (1964)

Weulnsuwneauaulan (World Medical Association: WMA)
a1 laglgnannisain Nuremberg Code
The first international guideline of research involving human
aUsznAndaduy 3 nau

|. Basic principles

ll. Clinical research combined with professional care

lll. Non-therapeutic clinical research

23



Declaration Of Helsinki (1964)

* L UULUINIIFMSULNNG IUN1591398

* LYNAMULANAINTZININ N3350 (Therapy) NUNT15338 (Research)
* N15NA5ULASINISIABNTSUNISDETY

* 1INTTUIUNITVDAIUBUYAN (Informed consent)

* ABWIIN5Ie agennaNURLNg BT ES

o audssdoslininndnusslevy

Revision: 1975, 1983, 1989 1996, 2000, 2002, 2004, 2008, 2013, 2024
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Declaration Of Helsinki (2024) ey,

WMA DECLARATION OF HELSINKI - ETHICAL PRINCIPLES FOR
MEDICAL RESEARCH INVOLVING HUMAN PARTICIPANTS
ih (A General Assembly, Helsinki, Finland, june 1964

TaAn7n participants U subjects (37 #2UaLWIN version 2013)

PREAMBLE
o /

UYBNMNUAFINIU vulnerable group HAZLNIANAITANLAIYUBY (19-20)

Aviualidiide Ussiaunieasesssy T Protocol (22)

Vv 1

M99 Final report i’lﬁlﬂﬂuwaLLﬂ%ﬁgUNaﬂﬂiﬁﬂw’lﬁia EC (23)

Yy a a
ADIHUNTIZUIUNITVIAINUYULDUNINYIND LKBUIZEUN (25-31)
dosvanduduganlunsinudlgauazdayaiiszudany (32) - Declaration of Taipei

Yy = 3 a o Y Y, ' . Y
dostinsamzilounisfneiineinuaulugiudeyasisnsasnauas Recruit 81andlas (35)
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WMA Declaration of Taipei (2016)

WMA DECLARATION OF TAIPEI ON ETHICAL
CONSIDERATIONS REGARDING HEALTH DATABASES AND
BIOBANKS

opted by the 53" WMA General Assembly, Washington, DC, USA, October 2002
and revised by the 67" WMA General Assembly, Taipei, Taiwan, October 2016

® Ethical Principles for Health Databases and Biobanks (24 98)

® Qutlines ethical guidelines for the collection, storage, and use of identifiable
data and biological material (1-7)

* Respect for Dignity, Autonomy, Privacy, and Confidentiality (8-12)

® Voluntary Consent and Informed Consent (11, 12)

® Governance and Accountability (20-21)

® Protection of Individuals and Communities (17-18)




Tuskegee Syphilis Study (1932-1972)
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US Regulation
(Department Of Health And Human Service)

45 CFR 46
Code of federal Regulation Title 45 Public welfare Part 46
Protection of Human Subject

® Subpart A- General policy (1974)

® Subpart B- Pregnant women, fetus, neonate (1975)
® Subpart C- Prisoner (1978)

® Subpart D- Children (1983)




Belmont report (1979)

Ethical Principles and Guidelines for the
Protection of Human Subjects of Research

THE BELMONT
REPORT

A. VaULUATERINITUHUALAZN15IRE

Ethical Principles and Guidelines for the
Protection of Human Subjects of Rescarch
o

B. 18N33UTITUNUFIU:
Respect for Person, Beneficence, Justice

C. ﬂ’]iﬂ'z'szqnm"i’fz Informed Consent, Assessment of Risk
and Benefits, Selection of Subjects




Belmont report (1979)
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CIOMS

@G- CIOMS Guidelines

Council for International Organizations of Medical Sciences
1982 (updated1993,2002,2016)

o \Uunuamenumdnnisiigaiu Declaration of Helsinki wagiisilis
Usziau 2 Ussau A 1) ThRansandfdugusunie wag 2) 14iins
farsandliinisieniaendseulunsdimsfnunddenldsuyuain
Uszmafisrse Tinadelulszmaiaanay

NNlATINITIVYABIHIUNITNAITAITUTDIRN

“Ethical Review Committee”
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CIOMS International Ethical Guidelines For Biomedical Research
1982/1993/2002
Epidemiological Research 2009

l
® ADIYBUAIY MAKNANINATLTITN LAY AINYNABININIYING

* UL NIATUNUAINUUE W UN18UNABENTNUNIUTUUTEIMATIUY)

A28 (in accordance with local laws and regulations)

® JLLUINIEINTU community research wazn15undad vulnerable
subjects

* 1A5UA519UARNEINT50E195U ethical and scientific review




CIOMS Guidelines: 2016 version =

International Ethical

Health-related Research |
Involving Humans

Council for International Organizations of Medical Sciences | | Guidolnesor

25 guidelines (15 in 1993, 21 in 2002)

* YYIHVBULINVDIUIIBAIN biomedical research WU “health-
related research”

® LWUAMUFIARYVDY social value, community engagement, public
accountability kag AYMNSURNYAUVDINISUIALRAUNNEITDINUNIS
29y

CIOMS 2016: 25 guidelines



International Ethical
Guidelines for
Health-related Research
Involving Humans

Prepared by the Council for International
Organizations of Medical Sciences (CIOMS)
in collaboration with the
World Health Organization (WHO)

https://cioms.ch/

. M3AUTIUTIM MINUTNE wazmslddayalun1side

CIOMS Guidelines 2016
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US Regulation
(Department Of Health And Human Service)

45 CFR 46
Code of federal Regulation Title 45 Public welfare Part 46

Protection of Human Subject
Common Rule

°| Subpart A- General policy| (1974)

® Subpart B- Pregnant women, fetus, neonate (1975)
® Subpart C- Prisoner (1978)
® Subpart D- Children (1983)

The Common Rule last revised 2018




Common Rule (1991)

Rule of ethics regarding biomedical and behavioral research involving
human subjects in the United States

The main elements of the Common Rule include:
- AMvUAIEITUIRAIUHUANY
- MuuaIinIedfiasdinisvannuduauwastunnilunang 1y

- AYUAIT ABINNTITUNS Intuitional Review Board (IRB), agAMMuUARIN
35N159197U ANSNUNIUIUIY BAZNISIANULBNEIS

v QI a () -V} .
N1TANAIDILNULANEINIU vulnerable research subjects
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ARedITN1IAUA privacy waginwl confidentiality aghmungsy
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An international ethical and scientific quality standard for conducting
biomedical and behavioral research involving human participants

Protect right, Complete,

SENED] Ene Declaration of Helsinki AEELIEIE
well-being of Unbiased

subjects Belmont report data
CIOMS Guidelines
ICH-GCP
Autonomy WHO GCP Guidelines E6(R3)
Beneficence ICH GCP Guideline E6(R2) ISO

Justice standards
150 14155 Regulations




Guidelines for GCP: Good Clinical Practice

HANDBOOK SN
CLINICAL e
RESEARCH
PRACTICE

( ) Clinical investigation of medical

GUIDANCE FOR , devices for human subjects — Good
IMPLEMENTATION clinical practice

Investigation clinique des dispositifs médicaux pour sujets humains —
Bonne pratique clinique

() World Health
(8 Organization

——



International Council for Harmonisation of Technical Requirements
for Registration of Pharmaceuticals for Human Use

Globalization of ICH
Cermanem
MC Members "/~ [Japan S
" IMHLW/PMDA

Elected MC F EMA _____
Members 1990~
i Founding Members :
BIO | % (us EU \
% |FDA ECEMA | ~ | IGBA
GSCF . \PhRMA EFPIA )~ i
T Brazil |
T ANVISA
Swissmedic| "7 === " /
China /

ICH Reform: 2015~ 7
Korea Singapore - /
Members
e S Collaboration with
Members +Observe% Other Organizations
: such as WHO,
Pat|ents ICMRA, IPRP, PIC/S
aCddemia etc

https://globalforum.diaglobal.org/issue/february-2021/ich-turns-30-perspectives-from-japan/



ICH Harmonised Guideline
Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice (ICH-
GCP) E6(R2)

Step 4 version
dated 9 November 2016

ICH Guideline

PRNTED IN USA

INTERNATIONAL COUNCH FOR
HARMONISATION OF TECHNICAL
REQUIREMENTS HOR
PHARMACEUTICALS FOR HUMAN USH
(CH)

MCH HARMONISED GUIDELINE

GuiDeLINE FOR GooD
CuNIcAL PRACTICE

ICH E6(R2)

CURRINT S7rr 4 VIRSION
DATID 9 Novimerg 2016
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International Council for Harmonisation of Technical

Requirements for Registration of Pharmaceuticals for Human

Use

ICH Harmonised Guideline

Integrated Addendum to ICH E6 (R1):
Guideline for Good Clinical Practice (ICH-GCP) E6(R2)

Step 4 version
dated 9 November 2016

Guideline for Good Clinical Practice (ICH-GCP) E6(R3) NEw!

Final version

Adopted on 06 January 2025




ICH Standards

E1 Clinical Safety for Drugs used in Long-Term Treatment

E2A-E2F Pharmacovigilance
E3 Clinical Study Reports
E4 Dose-Response Studies
E5 Ethnic Factors
[ E6 Good Clinical Practice ]

E7 Clinical Trials in Geriatric Po_Eulation
r ___________ e e

Efficacy |Multidisciplinary

E9 Statistical Principles for Clinical Trials E17 Multi-Regional Clinical Trials

E10 Choice of Control Group in Clinical Trials E18 Genomic Sampling
E11 -E11A Clinical Trials in Pediatric Population E19 Safety Data Collection

E12 Clinical Evaluation by Therapeutic Category =~ E20 Adaptive Clinical Trials
E14 Clinical Evaluation of QT E21 Inclusion of Pregnant and Breastfeeding Individuals in Clinical

E15 Definitions in Pharmacogenetics/ Pharmacogenomics

E16 Qualification of Genomic Biomarkers



ICH GCP E6(R3) Guideline NEW!

Il. The principles of ICH GCP (1-11)

II. Introduction ‘ I ‘

lll. Annex 1 | 1. Institutional Review Board/Independent Ethics Committee (1.1-1.5)

2. Investigator (2.1-2.13) ‘

‘4. Data Governance - Investigator And Sponsor (4.1-4.3)

I Appendices | ‘Appendix A. Investigator’s Brochure (A.1-A.3) ‘
|Appendix B. Clinical Trial Protocol and Protocol Amendment (B.1-B.16) ‘
|Appendix C. Essential records for the conduct of a clinical trial (C.1-C.3)

I Glossary ‘



| 1 |
Ethical Principles

Clinical trials must adhere to ethical
principles originating from the Declaration
of Helsinki, ensuring the rights, safety, and

well-being of participants are prioritized
over scientific and societal interests.
Continuous review of participant safety is
essential as new information emerges..

Qualified Individuals

Clinical trials should be designed and
conducted by qualified individuals with the
necessary expertise and training. This
includes a range of professionals such as
physicians, nurses, pharmacists, and
biostatisticians.

Reliable Results

Clinical trials should generate reliable
results. Systems and processes for data
capture, management, and analysis should
be fit for purpose, ensuring data integrity
and traceability. Essential records must be
securely retained and accessible for
regulatory evaluation.

Informed Consent

Informed consent is crucial for ethical
trial conduct. Participants must voluntarily
consent after being fully informed about
the trial. The process should be clear,
concise, and consider the trial's context,
including emergency situations where
consent may be obtained post-enrollment.

Quality should be built into the trial
design and conduct. Identifying critical
factors to trial quality and implementing
strategies to avoid, detect, and address
noncompliance is essential for ensuring
reliable results and participant protection.

Clear Roles and Responsibilities

Roles and responsibilities in clinical
trials should be clearly defined and
documented. Sponsors and investigators
retain overall responsibility for their
respective activities, even when tasks are
delegated.

IRB/IEC Review

Clinical trials should undergo
independent review by an Institutional
Review Board (IRB) or Independent Ethics
Committee (IEC) to ensure ethical
compliance. Periodic reviews should be
conducted as per regulatory requirements.

Risk Proportionality

Trial processes should be proportionate
to the risks to participants and the
importance of the data collected. This
includes managing risks proactively and
avoiding unnecessary complexity and
burden on participants and investigators.

Investigational Products

Investigational products should be
manufactured and managed according to
GMP standards and used in accordance
with the trial protocol. This includes proper
handling, storage, and labelling to maintain
product integrity.

ICH E6(R3): GCP 11 Principles

Scientific Soundness

Trials must be scientifically sound,
based on adequate and current scientific
knowledge. The design should reflect the

state of knowledge about the
investigational product and the condition
being treated, ensuring modifications are
made as new information arises.

Clear Protocol

A well-designed, clear, and concise
protocol is fundamental for participant
protection and reliable results. The
protocol should explicitly state scientific
objectives and be operationally feasible.
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TDR/PRD/ETHICS/2000.1

Operational Guidelines
for
Ethics Committees That
Review Biomedical Research

@

World Health Organization
Geneva
2000

https://apps.who.int/iris/bitstream/handle/10665/66429/
TDR_PRD_ETHICS 2000.1.pdf?sequence=1&isAllowed=y

Standards and Operational
Guidance for Ethics Review
of Health-Related Research
with Human Participants

"\

¢ 2!),:‘ Y World Health
%2 Organization

&

HANTE MU AEININIEANTUNTS
S UM IFRUN I oS O M

e o L4 of
NIFESEMISEInTER N TRl

Stlandorde and Operationol
Guldonpe for Eihloos Roviow
‘ of Hoolth-Relalod Ropooroh
with Humon Partiolponts

https://apps.who.int/iris/bitstream/handle/10665/44783/978

9241502948 eng.pdf?sequence=1&isAllowed=y




Guidance for best practices for clinical trials (2024)

2.Key scientific and ethical
considerations for clinical trials

® Designed for scientifically sound answers to relevant

questions
® Respect the rights and well-being of participants

® Collaborative and transparent

® Designed to be feasible for their context

® Manage quality effectively and efficiently




Ethical Regulations & Guidelines in Human Research

|nternationa| Ethid

ﬂﬂuﬂlsu Guidelines for
. Health-related Rese
{j_BP & =z

Nuremberg Code Belmont report (1979)

45 CFR 46 (2018)

WHO GCP (2005)
Declaration Of Helsinki (2024) WHO Guidance for

CIOMS Guideline (2016)

(ICH-GCP)

E6(R3) (2025) best practices

for clinical trials
(2024)
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https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-JAMA.pdf
https://archive.org/details/belmontreporteth00unit/mode/2up

Ethical Regulations & Guidelines in Human Research

¢ Nuremberg Code (1947)2 https://history.nih.gov/display/history/Nuremburg+Code

® Declaration Of Helsinki (2024): https://www.wma.net/policies-post/wma-declaration-of-helsinki/

® 45 CFR 46 (2018) https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html

® Belmont report (1979) https://www.hhs.gov/ohrp/sites/default/files/the-belmont-report-508c_FINAL.pdf
® CIOMS Guideline (2016) https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

WHO GCP (2005): https://apps.who.int/iris/bitstream/handle/10665/43392/924159392X_eng.pdf?sequence=1&isAllowed=y

®* Guideline for Good Clinical Practice (ICH-GCP) E6(R3) (2025):

https://database.ich.org/sites/default/files/ICH_E6%28R3%29 Step4 FinalGuideline_ 2025 0106.pdf

®* WHO Guidance for best practices for clinical trials (2024):

https://iris.who.int/bitstream/handle/10665/378782/9789240097711-eng.pdf

olV)



Ethical Regulations & Guidelines In Human Research
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IHRP dUunWaIUINISANASOPMSIVEUNUYE (dAl.)

Institute for the Development of Human Research Protections (IHRP)

http://www.ihrp.or.th/publication/books

AHULTULLITA
(Nuremberg Code
(1947))

nguisuisnuinaiasusssy
fnadmiumsidolunusen
1lasunsuanivatnonineg
2N

savuLtauave (The
Belmont Report)

cialis 20mg shzouluaNavA
(The Belmont Report)...

ASUESIW
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855U 2 _
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an
— o ‘w
feyeynaatnaasg n

unntidgnaulan 2013

(2uunlsulge qarau
2564) http://www.ihrp.or.th/book/detail/261

Ujuungadofivasunny
fnauian 2013
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To protect right, safety and well-being of research participants
UnUa9dns AnuUaannlazaIdfnTNU9ElU139uN153Y

Belmont report:
Respect for person, Beneficence, Justice

d'oacu (-1

Declaration of Helsinki (2024) - WNNENNIIFLNIINITHNNE

CIOMS Guidelines (2016) — UNIVENINFVNIN WHANITUANGAATHAZTIAUANENAS
ICH GCP (E6 R3) - duisun1snaaasniandafinaiuazinsasiiounme
Common Rule (2018)- dwiutindseluanduiiiunuvas NIH
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Outline NANIILFIINFMSUN15IV ludywe




AINKRNIYUDINITIVY

Research means a systematic investigation, including research
development, testing and evaluation, designed to develop or contribute to
generalizable knowledge.”...45CFR46 §46.102(d)

“G191 “338” AvualidmiuRanssuileanuuuaiilanadausuyRgu vndessy 1ile
ilugmaimumisenaliiinauiialy (Fregradu sanulu nauf] wén was
Fosguanuduiuseineg) msidesintinsdaindulasssrsnsidenduiadnuasiil
nsnaingUIzasd uaziiafiuntsfieanuuuiiieussainguszaedly
§29%11.”...Belmont Report
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ANNRUIYUDINITIVY

Research = a systematic investigation designed to achieve

generalizable knowledge.

= ' = = = Y a Y=
n15Ane1ag1luszuuNeanuUUNLNe IilAnAU5H
drursaunlulglalaanald

n151d19u3EUTdNe VA IuLIBINITUTDLRUTEAU azn1SANNWINELNS wiaglineidasnuuysed

Va1l IRB/EC iNaYa5UNITNANTUNINUIUIBENLIUNITNDITUNRISTTUNNTIIL IuuYEE LazAIs

gUNDUANUUNITIVL




N1538NAYIVINUNYWE

LaZADINIUAULRAUYDUINNNTTUNITATYSITUNITIVL

1. NMsUURFURUSAUYAAALAENTI LU N1TIEY N1SFNNTW
198

v
1 v v/ 1 o/

2. unastunnvayanilaglnadayatiuutinauanale 1wy 129

suidou 1uAy
(45CFR46)



N153UNAYIVDINUUYYE

N13592980D9INTZUIUNISNIEITINGT FAAL WYISINYT 159N15ADUEAUDIRDRILUNTNLLYS
(intervention) MJunianm el wian1edala Tusrarasinsgunnansalugioe

n15neaaslagdinguaiuauineyseiiiulsni1satene n1sUaau wazn1sine

= J ad o/ o o 1 = 1
N1SANYINANINNIN1EYAIINATNTUBINUMTa Nl salundasAunTanguAY
N1539YNAIUNANTTUFUNIN

N13328 1Y waa et adyaz n1snluassn Yayaanvssileu Yayan1edangg
Aransusadayadiuyunnaduy 9 Narteniyanansakinla
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YUAVDINSIVY luAY

Social-behavioral Research

* N1SANWYINTISAOUEUDIVIIAUNSDANIRDFIA9E)
* LATWFAENT TFANENT F9ANINYT INTINYT UYEEINYT wazUTzIRAIENS

Bio-medical Research

= N A ¢ o/ G~ 124
* AnwassIne1vasuywduazn1sinymsenuitlalulia
* NMINARDINNAALN NITNATIUNANNUNYLAZIATDINDUNNE
* F1YINYIANFATHVAN
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Belmont report

NaNAIULAITWIUUAAS

. wann1sinanUsslevy

.
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Belmont report

Respect for Person
NANAIIUAITWIUYAAA

ANASTNUNLasUURfannALRE1e VB T:
(Autonomy)

An1sundasguangurdaunasilsizuns




RANAULATIN LUUAAR

* nstarswludnaasanuluuyed (respect for human dignity)

* msnlun1svenNBusaNinTINN1Iu laguannavayastnInsunuLaslv
AnaUlaa8199652 (Informed consent and autonomy of decision making)

* snluanuludiudiuazinwiainuduvesdayadiudivaseiaidading Jasiunis
1U1D9YaYa N1SAIVANLALNITHANTWVBYadIuYAAA (Respect privacy and
confidentiality)

* mstansnludAnfAIvaINaNRBaunaY WI1EUe (respect for vulnerable persons)

Rl



Respect For Person

Information
4 LAIVDYA

N3ZUIUNITVIAINUE UL DI Comprehension
ﬂ’)’lﬁJL"ll’ﬂf\]ﬁ]‘c’J’lx‘iﬂ’éJ\‘ILL‘Vl

Voluntariness
aAndulalaeddsy
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Valid Informed Consent

. L
Diectosure of W v
Information < Complexity

(L39vaYa)

Valid Consent / Understanding

Decision making capacity

Y, L o Comprehension
AU 1RDE190DIUN

Expression of choice

Voluntary Free choice

ﬂﬂﬁ‘iﬂﬁﬂﬂ&laﬁﬁg No coercion

No undue influence
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Belmont report




nann1sinaUsEle vl

AN15UTIHUAMNEUANTENINAIULEFD AL
@mﬂﬁﬂwﬁ (balancing risks and benefits)
ANALEEINAINAVUABIURENgALINIAYIlA an
o Yy A W oo o
aunsglnieeiga (minimizing harm)
Uszlewinanasinaduazdeululselevilgedn

(maximizing benefit)
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USLLNNANULEY91T00UNSI8NDILNAIINNITIAY

UATI8FDII9NE (physical harm): Death, disability, infection, inconvenience
UATIUADINLA (psychological harm): Depression, anxiety, emotional

suffering, NANTENUNIIDI5UAL N1SIUALNEAUAU

JUATIYADFIULNIINITRY LasHaUTElevUNA53Ll95U (economic harm) ANIY,

1 Y d' v 1 a v
A lgrelia1saululasenisivy
AUATIUADHANIUNINNINEIAY (social harm) N1TRNUULENNINETIAN QNLANTI9TU

o < o
UATIYNINHWAUTY (legal harm): antduILaY




A5N15aAAULEE

® 1UNUNTIYBENNTAUABY UazIANY
* 1152719uHUNNTIFEN R i liiaaudesragiinsuIdelagliiinusslev

* AMUIUVUINAIDYTNS LANDLIRUNE

1
= a\ =\ %

* ihszisasfnmuussliunailusses Weagin1slveldnauaziiadunsie

e MmeAdeiifanudssgedos finausinisgAniside nuduseyaaa (Withdrawal
criteria) WAZIIATINS (Termination criteria)

* fumsnistamdaliafiamanisallifeUseasd

* SNYIAMUAUVBIELU1TIUIY
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o ﬂUU‘J%IEJ?MQ‘QSJ‘UUVIL‘U’]%’JﬁJ’WEJ
Y = Aa AV v a o
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* NANNNY: post-trial access
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Belmont report
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NANAINNYATITY

LNUNAALYT LNQLNARNDDN

(Selection bias)

(Randomization)




NANAITUYATITA

vulnerable subject
vulnerable

subject

A25lasuUse lavumnney




Belmont report (1979)

v 1 ]

AMUATENtnuasUUAnennauag1elvddse

9

an1sundasguangurdausasilsnzung

U

N EULENDANTA
nszaeNINITELazUselevil

Beneficence




General Ethical Principle For Research
on Human Subjects: The Belmont Report (1979)

Respect for person
NaNAULATITWIUYAAA

%eneﬁcenced
nanAuUselyvil

5 Justicg
wanmmqmﬁsm

- yanannaulidaselunisindulanasaiian

- lasunsufuaneauaIsw/liiinsvaanatenieising

- Unlasrdaunagidszunalilasuanuansnludnnes

« Nonmaleficence- ldvnaunsne

tﬂl v 1 1 .3
. AULFgRallunnIUsE e

f‘

v o ¢ Y 1 ey v aw
. AasiaUstlevlgegnvasdulentoanaalnsive

. UfjURrannauagnawiiguny

. INATINTTAMUH ATy Va9 RFITN




74 a U
N3 bULUINIUHUREING

To protect right, safety and well-being of research participants
UnUa9dns AnuUaannlazaIdfnTNU9ElU139uN153Y

Belmont report:
Respect for person, Beneficence, Justice

d'oacu (-1

Declaration of Helsinki (2024) - WNNENNIIFLNIINITHNNE

CIOMS Guidelines (2016) — UNIVENINFVNIN WHANITUANGAATHAZTIAUANENAS
ICH GCP (E6 R3) - duisun1snaaasniandafinaiuazinsasiiounme
Common Rule (2018)- dwiutindseluanduiiiunuvas NIH
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Outline NANIILFIINFMSUN15IV ludywe

nUANEUasVBNIUANAEIVB IV INg




wuINsUURAvedlng

® 9558713 VIINUNIBUATLUINIUHUA (29.)

* LUIMMeAsESTIUM TS BTNeTasiuNyed (29)
* YlguIgWAITIALaZHUINIIUHURNTTIE Tudywd atu w.a. 2567 TR
* LuIMIN1sURURN1FAIBNR atiun1wlne (ICH Good Clinical Practice Guideline)
® LUINNRIEFIIUNTNNY TuAUluUsEIMAlNY 2550
® LUINNNDIVFITUNITVNIVLTUAN W.A.2556
* P3u55IUNTIs BTN TasRuNYEd atuuiuuss 2560 (sA.n5.08RT usnn)
® WUINIDILFIIUNTIV IUUYEE Arudeaudransuazuyserans T
* ¥U5U38555uN1528 luauluusewmalne (http//www.fercit.org/)
(FERCIT: Forum for Ethical Review Committees in Thailand)
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National Policy on Ethical Principles and Guidelines for Research Involving Humans (in Thailand)

LUINN993L5TIUNTIVE LlunYeE A
AIANANEATHATNYWEAENS

2.
NRCT

National Policy on Ethical Principles and Guidelines
for Research Involving Humans

ulsvguisriiddenannisuazuuInsuuRduasesssuly

av od v o ¢
N13RYNNYIVBINUVNUEEY

Draft version for public hearing

[January 2024]
o ' - a 4
AUUILNBUISYINANT [UNTIAU W.A. 2567]
idovluloniadainuiunisadenrsni 6 L
ASUSOU 5 U
This document is being distributed for comment purposes only. (W ;j
& b & o - o , &
AU InqUsTaIAluNISUAAIANARLYINIY
dusulovigurova

Comments and suggestions regarding this draft document should be submitted to the NRCT FA29KANNMISLA:LUONMY
website (https://necast.nrct.go.th/?p=3065) or nkoonrung@gmail.com, by January 31, 2024. Ui 6 a‘_

- o ». - > v . & - - - « - ﬁUﬁ 1u susssu
n'nunﬂwmu.az'uaLauauu:mu1nutanmsa’uus1eumsdwnqmannsaunﬂwnu'l'uwuaaﬂwnnu fun1s558ﬁllﬁﬂbﬁa\’ﬁuuquti " ,%

My e - g v o
MINBURINANIIN19BIA nkoonrung@gmail.com neluiuil 31 uns1AY W.A. 2567 - -
SA. S, uw.aUg ArusvGauysnd
E - ArEuwnomacs umsnndedoolsl Ethical Guidelines for Human Research

https://necast.nrct.go.th/wp-content/uploads/2024/01/National- e —
Policy draft 20240105 public-hearing-1.pdf

‘ https://research.ams.cmu.ac.th/images/article/documents/
Distributed for comment purposes only Date: January 5, 2024 0_53783589_1 739266369. pdf



ULGUIGLIYIRIINBAANNITHATUIUNUR

AUATE5554 IUN15IeTNEIVRINUUYBE

N 1. Inguszesn vaulwn wazn1sussenaly
2: BASUANWA

3: Auaaduleuny

a: wénnsnaly

5: AMAMNININGIAEATIAZAMAIMISEIAN
6: msUszifiuruidsanazUszlovd

N 7: M3AALEINHUNTINN15IY

8: NMIATINHLLITIUNTTIY

9: NM15YaANNBUYAUIAEUBNNETD

- aandudiufinaznissneIANay
: NNSANRINLAZSIE9IUAUUADANY

: yananaznguilsizunandudeslasunisundasfuasasinuiu

: Yo TUIVIYUYY
: NSNBNULASAIYALYY
: NSAAUALANISTIRY

UNN 16 N1SIVUNIFIANAIENILAZNERANTTHANENS

unfl 17:
unii 18:
‘U‘i/l17i 19:
unii 20:
unfl 21
unfl 22:

N153eNNEIVBNUTAATINTNVDINYWE

awv o d v o = a A v Al a S
n153veninedasiukuImsllusinusadanloding
n153elaygusehivg

awv o4 1 [ <
n153veinedasnuin

aw o A Yy @ qv A  w g G ¢ N9 ¥
N153eNNITasUaRT TS YRUS An3UATIA Lazans TULYAS
n153981UY291122RNAUATUEFITUGY

AARUINT 1: A5aTun1sNUua88nEald NEIa NS UANENITUNITISUSITU

N1599¢

ANANUINT 2: ANZNIIUITULYUYLAITIR

P~ %4 a
AMANUINT 3: AUSHNINALLIA



UN19978555UN1538 TUNYYE ATUFIANAIEATHASIYYEAENS

Ltuqﬂﬁﬁ’a‘ﬁ' 1: N1FIVENNAUIYBEINGINIBAIN LATN15IN19LUTIUARA (Research in physical anthropology and
archaeological research

wuUFURT 2: ns3deitiendesiuddesds danaudszngd Wnuaziennvu nszianuRinuasgnszsinanuiaieglussuy
‘Ua\‘lnizuaumiqaﬁiiumﬂLaaﬂ (Criminological research)

wuUFURN 3: nMssedutausssu (Cross-cultural research)

wuUFURN 4: msAseRn/evuluaauAne/yaanslusaiufine (School-based research

LLu')Uﬁﬁ'a‘ﬁ 5: 11538 UURFINI A YUBU (Community-Based Participatory Research [CBPR)

wuURURN 6: nsATBvAWLgIIIINN (Ethnographic research)

wuUFURN 7: nmsaselulseweuna (Hospital-based research)

wuURURN 8: MsATeMndninen Sanveans uazwgAnssuA1ans (Research in psychology, psychiatry, and

behavioral science)

https://research.ams.cmu.ac.th/images/article/

€
b

wuaU . P15 LEN15aRNa9Lazn15eLUUUnTa (Deception and covert research) documents/0_53783589_1739266369.pdlf

c

€

LU

c

LU

c

1: mﬁ%’a’tuqﬂﬂawﬂzma (Research in vulnerable participant)

S S S SD

9
10: n1539eTuszuULASaUwdUMBsLn (Internet research)
1
1

3D 3§ B 3

€

LU

c

D) D) 2Hy) M)

2: AMLEYY DUATI8 azn1sUsEiuAULaYY (Risks, harms and Risk Assessment)
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LLng‘jﬁ’aﬁ 13: N15:A1WANNTUEIUAIUAZNITTNYIANNAUVRINI15IUN53T8 (Respect for privacy and
confidentiality of research participant)
4: anuguganlasau1lagaaudt (Informed consent)
5: NSNUTIVTIN Mstusnwaznsiddayalunisitenisinudiaumansuasuyseaians (Collection,
storage and use of data in social sciences and humanities research)
Ltuaﬂﬁuaﬁ 16 d01uN8 (Research setting)

wuUFUAT 17: dedunuuennsauvainiside dedunuiilindla linnan uaz Idulaetaudey (Unintended,
unexpected, incidental findings)

Qi

U

Qi

U

uUU
LuU

3) 3D

1
1

D) 2D

5

wuaUfUAN 18: n1slun1s3eTunieiide (Misuses of research)
wuUHUAN 19: nsufunlisauuanlasenisideuaznisiiufjunniungseileu (Protocol deviation and

noncompliance)
wuUFUAT 20: Arutaudimisnausslevivienausslevidiudou waznisianisiseswalszleviliudau (Conflicts of
interest and management of conflicts of interest)
wuUFUAT 21: ANZNTINN153855IUNN5I9E (Ethics committee)
LLuﬁﬂﬁﬁaﬁ 22: 338 (Researcher)
LLuaﬂﬁﬁaﬁ 23: { Uiy (Sponsor)

a vad v oA . . https: h.ams.cmu.ac.th/i ticl
wuUHURAN 24: 8a1U0URY (Research institute) psi//research.ams.cmu.ac.th/images/article/
documents/0_53783589_1739266369.pdf
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(Artificial Intelligence Ethics)

Recommendation on the Ethics
of Artificial Intelligence

UNESCO 2022

https://unesdoc.unesco.org/ark:/48223/pf0000381137

the Ethics
of Artificial
Intelligence
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(Artificial Intellisence Ethics)

THAILAND nuoufjunosusssulnyyus:augd
GUIDELINE (Thailand Al Ethics Guideline)

e © :
onnwulny
drinowuAninssumsidnaliiorsugiona:doauntosid (ant.)

https://bact.cc/f/2022/11/202012-thailand-ai-ethics-guideline-mdes.pdf
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(Artificial Intelligence Ethics)

Digital Thailand

ETHICS
B N\

Ministry of Digital Economy and Society

nEnTIeAIvaLNaIATEgRaNATEeAN: 19/10/2019
https://www.etda.or.th/getattachment/9d370f25-f37a-
4b7c-b661-48d2d730651d/Digital-Thailand-Al-Ethics-
Principle-and-Guideline.pdf.aspx?lang=th-TH

ETHIC PRINCIPLES

ADIWAIISHIUMSILOTULA:NISWEULNDEEVEU
(Competitiveness and Sustainability
Development)

ADWADQAADVAUNAKUNEDSESSSULLA:UIASTIUAINA
(Laws Ethics and International Standards) |
()

ADWTUSVIANA:AS:AIUSURQUDU
(Transparency and Accountability)

ANuLuAvUanassua:ANUIDuEIUC)
(Security and Privacy)

— )

ANULAIABY HaNHae ASBUAQU ta:tdusssu
(Fairness)

AnULLEaiD
(Reliability)
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—Q

ASIVUKU/AHUQLIASMS
s2DNUUULA:WILY
MSWUUIADILS/NNUY:/ADIWASHUNS
misnundu/Usuuso

ETHIC GUIDELINES
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(Artificial Intelligence Ethics)

|
g —— | -~ -
nuosujutinvanuuInsgumsisUnyryius:aud
THAILAND ARTIFICIAL |

INTELLIGENCE (Thailand Articial Intelligence Guidelines 1.0)
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(Artificial Intellisence Ethics)

]
. B g Y
\ s NSTDA
‘ ¥ 1~
. : ™ ¥ | )
Jf e .., " ® »
. S

nudUQUGRSYSsssUAUlYYIUS=aUT
d@tnviuwasundnemaasnazinaluladnkosa

nuoUnunosusssuniudoyryils:nud

[ L J J
oamvulny
dvdnouwrsurdnemansna:naluladgnriosin (aons.)

https://waa.inter.nstda.or.th/stks/pub/ori/docs/2022083 1-aw-book-ai-ethics-guideline.pdf
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(Artificial Intellisence Ethics)

[ %4

o v a a 0o = = A v 1
NANNITAIUIYTITUNAITAIUINU 7 VD AU
< 1 % .
1.  AauUudaUn (privacy)

——

ANIUAILAasUaDnAY (security and safety)

nudUQUGRSYSsssUAUlYYIUS=aUT
d@tnviuwasundnemaasnazinaluladnkosa

A21113214913 (reliability)

ACUNSSUNSP5855SUUNYYIUS:=aud

dunouwauunanemaasiazinalufagndosa

= e

< 1 = 1 1 .
AUduUsssy winen wazlduwuanen (fairness and non-

discrimination)

o

aMulUselauazasuala (transparency and explainability)

6. AN153AMNTUAA (accountability)
7. aywdludaiuaulyniuseivg 1iNoausduvaIuyEeyf

(human oversight and human agency)

https://waa.inter.nstda.or.th/stks/pub/ori/docs/2022083 1-aw-book-ai-ethics-guideline.pdf
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Online Course vangns “a3e53suugay1usznug”
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Career for the Future Academy
anUuduuIyAaINSIHYOUIAQ
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DSusssuUyanUs:aQud

Bo18ov : DsusssuUynUS:aUT (ARTIFICIAL INTELLIG [..]
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#orfov : oSusssuUuUS:auF (ARTIFICIAL INTELLIGENCE ETHICS)

e 3,127 adnsiSeu

https://shorturl.at/EsGHi




NECAST

ADSALSaU

Human Subject

Protection (HSP)

Human Subject Protection (HSP)

0SEUSSSUNSIVEUUYUE

LA UTYU

https://learning-necast.nrct.go.th

AURIADSALSHU...

Responsible

Conduct of Research
(RCR)

—

Responsible Conduct of
Research (RCR)

JSSYNIVITWIVY
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https://elearn.careerdfuture.com/courses/ri/

S aoSaiounivhua  Juasumsdis:du  WEddulsY  Gade  AmwAwuuse Q )
) Jong
) NSTDA

Career for the Future Academy
aoduwuuiyAaINSIHVoUIAQ
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LIasULADSYSsSSUMSIDY (RESEARCH
INTEGRITY)

N
UIASTIUUAEDSYSSSUMSIDY

$1300 : UNIASTIULA=D58SSSUMSIVY (RESEARCH INTEG [..] (RESEARCH INTEGRITY)

Snens

e 4,972 Raunsissu
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National Drug Abuse Treatment
Clinical Trials Network

https://¢cp.nidatraining.org/

Good Clinical Practice

=—_ Z_ THE GLOBAL HEALTH NETWORK = 2 WELCOME, ANOTHAI POCATHIKORN

What are you looking for?

https://globalhealthtrainingcentre.tghn.org/elearning/education/elear

) ning-courses/introduction-to-investigators-responsibilities-with-good-
eLearning Courses

The name that will appear on your certificate is Anothai Pocathikorn.

ICH Good Clinical Practice E6 (R2) T

RESULTS ~ RETAKE Your Certificate(PDF)

clinical-practice/270/

DOWNLOAD MATERIALS:

SOCIETY OF
BEHAVIORAL
MEDICINE ABOUT  TRAINING ~ MEMBERSHIP  ADVOCAC https://www.sbm.org/training/good-clinical-practice-for-social-and-

behavioral-research-elearning-course

Good Clinical Practice eCourse

gl

~x PROGRAM
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To protect right, safety and well-being of research participants
UnUa9dns AnuUaannlazaIdfnTNU9ElU139uN153Y

Belmont report:
Respect for person, Beneficence, Justice

d'oacu (-1

Declaration of Helsinki (2024) - WNNENNIIFLNIINITHNNE

CIOMS Guidelines (2016) — UNIVENINFVNIN WHANITUANGAATHAZTIAUANENAS
ICH GCP (E6 R3) - duisun1snaaasniandafinaiuazinsasiiounme
Common Rule (2018)- dwiutindseluanduiiiunuvas NIH
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Responsible Conduct of Research

Good Clinical Practice (GCP)
Guidelines
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Responsible Conduct of Research

Protection of

Human Subjects

Conflicts of Interests
(COI) & Commitment

Data Management

Practices

Mentor and Trainee

Responsibilities

Reference: http://or.hhs.gov

Collaborative

Research

Authorship and

Publication

Peer Review

Allegations
of research
misconduct




Responsible Conduct of Research

Protection of Human Subjects
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Responsible Conduct of Research
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Data Management Practices
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Responsible Conduct of Research

Mentor and Trainee Responsibilities

fin3seasidlannasuiinvauiiug uwes mentor-trainee
relationship

yeusNiuieaean nLIndaun1sItesEdnaiun A"
vAusneuazsulinvaulunisgua trainees
wantin3deMludase Suinveu
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Responsible Conduct of Research

Collaborative Research

®* AU LANVALAULN YN UUNUINLALAIUFUNUS

® JLLAUNISAANISNUUTZENSHAIN

* ianunlalunisiaandumneg a1aliuuanieuyun

ANUNITIYNLANAIINU
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Responsible Conduct of Research

(1 1 =

* SUINTFIUTUANVBINTANUWBE9TAMUTURNYDU

S A

* 1911289AUSLNAUVDINISANUNDE19NSURAYDU
* ATENUNNIAUSURAYBUANNANAINAEMTURUNUS

* AszninnINIsURURNABMANLAYS
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Responsible Conduct of Research

Peer Review

annNYaINIMUNUlaeLiaus AT InessSuRinvey
inlanumuuaralun1Tnunu
N15USTUAMATNYBIIUIRY

U TRUNUIMVBINUNIY (reviewer)
AUAIARYVDINITINYIAIUAY
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Code of Conduct for responsible Research
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Reference: https://www.who.int/about/ethics/code-of-conduct-responsible-research.pdf
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To protect right, safety and well-being of research participants
UnUa9dns AnuUaannlazaIdfnTNU9ElU139uN153Y

Belmont report:
Respect for person, Beneficence, Justice

d'oacu (-1

Declaration of Helsinki (2024) - WNNENNIIFLNIINITHNNE

CIOMS Guidelines (2016) — UNIVENINFVNIN WHANITUANGAATHAZTIAUANENAS
ICH GCP (E6 R3) - duisun1snaaasniandafinaiuazinsasiiounme
Common Rule (2018)- dwiutindseluanduiiiunuvas NIH
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Thank you for your attention 6 A9%AU 2568
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